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l in the claims 

Please consider the following previously presented claims 17-29, 31-35, 37-44 and 
new claims 45-54. The status of the claims and amendments to the claims, if any, are 
outlined in the attached APPENDIX. 




17. (Amended) A process of forming a composition which is storage-stable at 20° C. 

said composition comprising the steps of: 
(D dissolving to form an aqueous solution 

(a) a carrier substance which is water-soluble or water-swedlable and 

(b) at least one material to be stored; 

(2) evaporating liquid water from said solution to convert saitl solution into a 

composition in a glassy state; 

wherein said composition has the properties that it is storage-stable and exists in said 

glassy state when at 20° C; 

wherein said composition contains no more than /percent by weight of water; 

wherein said at least one material comprisesa/Purified biologically active material 

that is unstable in aqueous solution when at 20° C ,A^_,L^ 

wherein said at least one material is sele^dfeom the group consisting of peptides. 

proteins, nucleosides, nucleotides, dimers or ofigomers of nucleosides or nucleotides, 
enzymes, enzyme cofactors and derivatives of any of the foregoing, said derivatives having 
one or more additional moieties bound tliereto; and 

wherein said step of evaporating comprises heating the combined carrier substance 

and purified biologically active material to a temperature not exceeding 80° C while 
maintaining sub atmospheric pressure on the combined carrier substance and purified 
biologically active material. 

18. (Amended) The process of claim 17 wherein said step of evaporating comprises 

heating the combination/fo at least 30° C and not exceeding 80° C. 

19. (Amended) /The process of claim 45 wherein said carrier substance comprises a 
water soluble or wafer swellable synthetic polymer. 
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20. (Amended) The process of claim 45 wherein said purified biologically acfrvtf^ 

material is not an enzyme. 

21 ( Amended). The process of claim 45 wherein said puriikrflT)iologically active 

material is not rennin. 

22. (Amended) The process of claim 45 wja^pin said purified biologically active 

material comprises a hormone. J 

23. (Amended) The process jofclaim 45 wherein said purified biologically active 

material comprises immunoglobulin. 

24. (Amended) ^^heprocess of claim 45 wherein said purified biologically active 
material compri^es^a blood clotting factor. 

25. (Amended) The process of claim 45 wherein said purified biologically active 

ferial comprises a pharmacologically active protein. 

26. (Amended) A glassy state composition which is storage-stable at 20° C, 

comprising: 

(Da carrier substance which is water-soluble or water- swellable and 

(2) at least one material to be stored which is dissolved in said amorphous carrier 

substance; 

wherein said at least one material comprises a purified biologically active material 

that is unstable in aqueous solution at 20° C; 

wherein said purified biologically active material is selected from the group consisting 

of peptides, proteins, nucleosides, nucleotides, dimers or oligomers of nucleosides or 
nucleotides, enzyme cofactors and derivatives of any of the foregoing, said derivatives having 
one or more additional moieties bound thereto; 

wherein said composition has the properties that it is storage stable and exists in a 

glassy state when at 20° C; 

wherein a weight ratio of said purified biologically active material to said carrier 

substance is between about 2:1 and about 1:1; and 

wherein said biologically active material is not an enzyme. 

27. (Amended) The composition of claim 46 wherein said composition contains no 

more than four weight perceifywater. 
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28. (Amended) The composition of claim 46 wherein said ratio is about 2:1. 

29. (Amended) The composition of claim 46 wherein said ratio is about 1:1. 

3 1 . The composition of claim 26 wherein saffifciologicallv active material is not rennirT 

32. (Amended) A method of rendering a material storage stable at 20° C which 

material is unstable in aqueous solution at room temperature of 20° C, comprising the steps 
of 

(1) dissolving to form an aqueous solution 

(a) said material and 

(b) a carrier substance which is water-soluble or water-swellable; 

(2) evaporating liquid water from said solution thereby converting said solution into a 

glassy state composition; 

wherein said material comprises a purified biologically active material that is unstable 

in aqueous solution at 20° C; 

wherein said biologically active material is selected from the group consisting of 

peptides, proteins, nucleosides, nucleotides, dimers or oligomers of nucleosides or 
nucleotides, enzyme cofactors and derivatives of any of the foregoing, said derivatives having 
one or more additional moieties bound thereto; 

wherein said composition has the property that it is storage stable and exists in said 

glassy state when at 20° C; and 

wherein a weight ratio of said purified biologically active material to said carrier 

substance is between about 1 :2 and about 1:1; and 

wherein said biologically active material is not an enzyme. 

33. (Amended) The method of claim 47 wherein said weight ratio is about 1:1. 

34. (Amended) The method of claim 47 wherein said weight ratio is about 1 :2. 

35. (Amended) Thejfcpthod of claim 47 wherein said composition contains no more 

than 4 weight percent wafer. 

37. The method of claim 32 whdjj&i said biologically active material is not rennin. 

38. (Amended) \ A method of forming a composition which is storage-stable at 20° C 
said composition comprising: 

(1) dissolving to form an aqueous solution 
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(a) a carrier substance which is water-soluble or water-swellab^and 

(b) at least one material to be stored; 

(2) forming said solution containing said carrier substance witHsaid at least one 

material dissolved therein into a glassy state by evaporation of liquid water to produce said 
composition; 

wherein said at least one material comprises a purified biologically active material 

that is unstable in aqueous solution at 20° C; 

wherein said purified biologically active rrarferial is selected from the group consisting 

of peptides, proteins, nucleosides, nucleotides,, dimers or oligomers of nucleosides or 
nucleotides, enzymes, enzyme cofactors an<a derivatives of any of the foregoing, said 
derivatives having one or more addition^moieties bound thereto; and 

wherein said composition covins no more than 4 percent by weight of water; and 

wherein said compositiorf'has the properties that it is storage stable and exists in a 

glassy state when at 20° C; and 

wherein said step^ dissolving comprises dissolving in an aqueous solution having a 
pH of about 7; 

with proviso that when said at least one material comprises an enzyme, said enzyme 

comprises m enzyme selected from dehydrogenase enzymes: restrictio n enzymes, oxidase 
enzyme^, and reductase enzymes. 

39. A composition which is storage- stable at 20° C. comprising: 

( 1) a carrier substance which is water-soluble or water-swellable and is in a glassy 

state; 

(2) at least one material to be stored which is dissolved in said carrier substance; 

wherein said composition exists in a glassy state at 20° C; 

wherein said at least one material comprises a purified biologically active material 

that is unstable in aqueous solution at 20° C; 

wherein said purified biologically active material is selected from the group consisting 

of peptides, proteins, nucleosides, nucleotides, dimers or oligomers of nucleosides or 
nucleotides, enzymes, enzyme cofactors and derivatives of any of th e foregoing, said 
derivatives having one or more additional moieties bound thereto; 
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wherein said composition contains no more than 4 percent bv weight of water: and 

wherein said biologically active material is not rennin. 

40. (Amended) A composition which is storage-Vtable at 20° C, comprising: 

(Da carrier substance which is water-soluble/r water-swellable; 

(2) at least one material to be stored which is dissolved in said carrier substance; 

wherein said composition has the property that it exists in a glassy state when at 20° 

C; 

wherein said at least one material cffifeprises a purified biologically activ e material 

that is unstable in aqueous solution at 2C 

wherein said biologically activeinaterial is selected from the group cons isting of 

peptides, proteins, nucleosides, nucleotides, dimers or oligomers of n ucleosides or 
nucleotides, enzyme cofactors and derivatives of anv of the foregoing, sai d derivatives having 
one or more additional moieties hound thereto; 

wherein said composition contains no more than 4 percent by weight of water; and 

wherein said biologically active material is not an enzyme. 



41. A composition which is storage-stable at 20° C. comprising: 

(1) a carrier substance which is water-soluble or water-swellable and 

(2) at least one material to be stored which is dissolved in said carrier substance; 

wherein said composition has the property that it exists in a glas sy state when at 20° 

Ci 

wherein said at least one material comprises a purified biologically activ e material 

that is unstable in aqueous solution at 20° C; 

wherein said biologically active material is selected from the gro up consisting of 

peptides, proteins, nucleosides, nucleotides, dimers or oligomers of nuc leosides or 
nucleotides, enzymes, enzyme cofactors and derivatives of any of the foregoing, said 
derivatives having one or more additional moieties bound thereto; 

wherein said composition contains no more than 4 percent by weight of water; and 

wherein said biologically active material is not rennin. 



42. (Amended) A composition which is stojfcge-stable at 20° C. comprising: 
(Ha carrier substance which is water-soMbfe or water-swellable and 
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(2) at least one material to be stored which is dissolved in said carrier substance; 

wherein said composition has the property that^it exists in a glassy state when at 20° 

C; 

wherein said at least one material comprises a purified biologically active material 

that is unstable in aqueous solution at 20° C; lA^X^ 

wherein said biologically active irfafema/is selected from the group consisting of 

peptides, proteins, nucleosides, nucleotides, dimers or oligomers of nucleosides or 
nucleotides, enzyme cofactors and deri/atives of any of the foregoing, said derivatives having 
one or more additional moieties bourn thereto; 

wherein said biologically/active material is not an enzyme; and 

wherein said carrier substance does not comprise maltotriose. 

43 . f Amended) A composition which is storage-stable at 20° C. comprising: 

(Da carrier substance which is water-soluble or water-swellable and 

(2) at least one material to be stored which is dissolved in said carrier substance; 

wherein said composition has the property that it exists in a glassy state when at 20° 

C; 

wherein said at least one material comprises a purified biologically active material 

that is unstable in aqueous solution at 20° C; 

wherein said biologically active material is selected from the group consisting of 

peptides, proteins, nucleosides, nucleotides, dimers or oligomers of nucleosides or 
nucleotides, enzyme cofactors and derivatives of any of the foregoing, said derivatives having 
one or more additional moieties bound thereto; and 

wherein said biologically active material is not an enzyme and is not freeze stable. 

44. (Amended) A method of forming a conjfrosition which is storage-stable at 20° C. 

comprising the steps of: 

(1) dissolving to form an aqueous solution 

(a) a carrier substance which is watei\4elVble or water-swellable and 

(b) at least one material to be storec 

forming said solution into a glassy state composition by evaporating liquid water; 

wherein said composition has the property that it exists in a glassy state when at 20 c 
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/ 

wherein said at least one material comprises a purified biologically active material 

that is unstable in aqueous solution at 20° C; 

wherein said biologically active materials selected from the group consisting of 

peptides, proteins, nucleosides, nucleotidespramers or oligomers of nucleosides or 
nucleotides, enzyme cofactors and derivatives of any of the foregoing, said derivatives having 
one or more additional moieties bound thereto; 

wherein said biologically active .material is not an enzyme; and 

wherein said carrier substance noes not comprise maltotriose. 



NEW CLAIMS 

45. (NEW) A process of forming a composition which is stq/age-stable at 20° C. said 
composition comprising the steps of: 
(1) dissolving to form an aqueous solution 

(a) a carrier substance which is water-solvfcle or water-swellable and 

(b) at least one material to be stored; 

(2) evaporating liquid water from said solution to convert said solution into a 

composition in a glassy state; 

wherein said composition has the properties that it is storage-stable and exists in said 

glassy state when at 20° C; 




wherein said composition contain^ro-more than 4 percent by weight of water; 

wherein said at least one material Comprises a purified biologically active material 

that is unstable in aqueous solution when at 20° C; 

wherein said at least one material is selected from the group consisting of peptides, 

proteins, nucleosides, nucleotides, d'imers or oligomers of nucleosides or nucleotides. 

/ 

enzymes, enzyme cofactors and derivatives of any of the foregoing, said derivatives having 
one or more additional moieties bound thereto; and 

wherein said step of evaporating comprises heating the combined carrier substance 
and purified biologically ao^ive material to a temperature not exceeding 80° C; 
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with proviso that when said at least one material comprises an enzyme, said enzyme 

comprises an enzyme selectefi^frgm dehydrogenase enzymes: restriction en zymes, oxidase 
enzymes, and reductase enz\ 



46 (NEW\ A elassv sta 


,e composition which is storage-stable at 20° C, comprising: 


( 11 a carrier substar 


ce which is water-soluble or water-swellable and 


(2) at least one mat< 


;rial to be stored which is dissolved in said amorphous carrier 


substance; 

wherein said at leasi 


one material comprises a purified biologically active material 


that is unstable in aqueous solution at 20° C; 



0^ 



wherein said purified biologically active material is selected from the group consisting 

of peptides, proteins, nucleosides, nucleotides, dimers or oligomers of nucle osides or 
nucleotides, enzymes, enzvmb cofactors and derivatives of any o f the foregoing, said 
derivatives having one or more additional moieties bound thereto; 

wherein said composition has the properties that it is storage s table and exists in a 

glassy state when at 20° C; 

wherein a weight ratio kf said purified biologically active materi al to said carrier 

substance is between about 2: 1 and about 1:1; 

with proviso that when skid at least one material comprises an enzyme, said enzyme 

comprises an enzyme selected frfem restriction dehydrogenase enzy mes, enzymes, oxidase 
enzymes, and reductase enzymes 



47. (TSTEWY A method of rendering a material storage stable at 2 0° C which material is 
unstable in aqueous solution at room temperature of 20° C. comprising the steps of: 

(1) dissolving to form an aqueous solution 

(a) said material and 

(Vl a carrier substance which is water-soluble or water-swellable; 

(2) evaporating liquid water from said solution thereby convertin g said solution into a 



glassy state composition; 

wherein said material comprises a purified biologically active material that is unstable 
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in aqueous solution at 20° C: 

wherein said biologically active material is selected from the group consisting of 

peptides, proteins, nucleosides, nucleotides, dimers or oligomers of nucleosides or 
nucleotides, enzymes, enzyme cofactors and derivatives of any of the foregoing, said 
derivatives having one or more additional moieties bound thereto; 

wherein said composition has the property that it is storage stable and exists in said 

glassy state when at 20° C: and 

wherein a weight ratio of said purified biologically active material to said carrier 

substance is between about 1 :2 and about 1:1; 

with proviso that when said at least one material comprises an enzyme, said enzyme 

comprises an enzyme selected from restriction enzymes, oxidase enzymes, and reductase 
enzymes. 

48. (NEW.) A method of forming a competition which is storage- stable at 20° C, said 
composition comprising: 

(1) dissolving to form an aqueous/solution 

(a) a carrier substance wnich is water-soluble or water-swellable and 

(b) at least one material to be stored; 

(2) forming said solution containing said carrier substance with said at least one 

material dissolved therein into a glassy state by evaporation of liquid water to produce said 
composition; 

wherein said at least orfe material comprises a purified biologically active material 

that is unstable in aqueous solution at 20° C: 

wherein said purified biologically active material is selected from the group consisting 

of peptides, proteins, nucleosides, nucleotides, dimers or oligomers of nucleosides or 
nucleotides, enzymes, enzyme cofactors and derivatives of any of the foregoing, said 
derivatives having one jot more additional moieties bound thereto; and 

wherein said composition contains no more than 4 percent by weight of water; and 

wherein saicf composition has the properties that it is storage stable and exists in a 

glassy state whenAt 20° C; and 
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wherein said step of dissolving comprises dissolving in an aqueous solution hayfog a 

pH of about 7; 

with proviso that when said at least one material comprises an enzyme, said/fenzvme 

comprises an enzyme selected from dehydrogenase enzymes, restriction enzyme/ oxidase 
enzymes, and reductase enzvmes. 




49. (NEW). A composition which is storage-stable at 20° C, comprising 

(Da carrier substance which is water-soluble or water- swellable ^nd is in a glassy 

state: / 

(2) at least one material to be stored which is dissolved in said carrier substance; 

wherein said composition exists in a glassy state at 20° C'/ 

wherein said at least one material comprises a purified l^iologicallv active material 

that is unstable in aqueous solution at 20° C; / 

wherein said purified biologically active material is selected from the group consisting 

of peptides, proteins, nucleosides, nucleotides, dimeffio^oiigomers of nucleosides or 




nucleotides, enzymes, enzyme cofactors and derivggveyof any of the foregoing, said 
derivatives having one or more additional moietie^ bound thereto; 

wherein said composition contains no nfiore than 4 percent by weight of water; and 

with proviso that when said at least one material comprises an enzyme, said enzyme 

comprises an enzyme selected from dehydrogenase enzymes, restriction enzymes, oxidase 
enzymes, and reductase enzymes. / 



50. (NEW). A composition which is storage-stable at 20° C, comprising: 

(Da carrier substance which is water-soluble or water-swellable and 

/ 

(2) at least one material to be stored which is dissolved in said carrier substance; 



wherein said composition has the property that it exists in a glassy state when at 20° 



wherein said at least one material comprises a purified biologically active material 

that is unstable in aqueous solution at 20° C; 



wherein said biologically active material is selected from the group consisting of 
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pe ptides, proteins, nucleosides, nucleotides, dimers or oligomers of nucleosid^or 
nucleotides, enzymes, enzyme cofactors and derivatives of any of the foregomg. said 
derivatives having one or more additional moieties bound thereto: 

wherein said composition contains no more than 4 percent by/height of water: 

with proviso that when said at least one material comprises an enzyme, said enzyme 

comprises an enzyme selected from dehydrogenase enzvmesyrestriction enzymes, oxidase 
enzymes, and reductase enzymes. 



5 1 . CNEW) A composition which is storage-stable at 20° C, comprising: 

(Da carrier substance which is water-so>uble or water-swellable and 

(2) at least one material to be store^^hach is dissolved in said carrier substance: 

wherein said composition has thj^^^pertv that it exists in a glassy state when at 20° 

C; 

wherein said at least one material comprises a purified biologically active material 

that is unstable in aqueous solution at 20° C: 

wherein said biologically active material is selected from the group consisting of 

peptides, proteins, nucleosides, nucleotides, dimers or oligomers of nucleosides or 

nucleotides, enzymes, enzyme cofactors and derivatives of any of the foregoing, said 
/ 

derivatives having one or more additional moieties bound thereto: 

wherein saul carrier substance does not comprise maltotriose: and 

with proviso that when said at least one material comprises an enzyme, said enzyme 
comprises an enzyme selected from dehydrogenase enzymes, restriction enzymes, oxidase 
enzymes/and reductase enzymes. 



52. (NEW) A composition which is storage-stable at 20° C, comprising: 

(Da carrier substance which is water-soluble or water-swellable and 

(2) at least one material to be stored which is dissolved in said carrier substance: 

wherein said composition has the property that it exists in a glassy state when at 20 c 

C; 

wherein said at least one material comprises a purified biologically active material 
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that is unstable in aqueous solution at 20° C; 

wherein said biologically active material is selected from the group consisting of 

peptides, proteins, nucleosides, nucleotides, dimers or oligomers of nucleosides or 
nucleotides, enzymes, enzyme cofactors and derivatives of any of the foregoing, said 
derivatives having one or more additional moieties bound thereto: and 

wherein said biologically active material is not freeze stable: and 

with proviso that when said at least one material comprises an enzyme, said enzyme 

comprises an enzyme selected from dehydrogenase enzymes, restriction enzymes, oxidase 
enzymes, and reductase enzymes. 

53. (NEW) A method of forming a composition which is storage-stable at : 
comprising the steps of: 

f 1) dissolving to form an aqueous solution 

(a) a carrier substance which is water-soluble or water-swell^ble and 

(b) at least one material to be stored: X 

forming said solution into a glassy state composition^ by evaporating liquid water: 

wherein said composition has the property that if'exists in a glassy state when at 20 c 

C: 





wherein said at least one material compg&eya purified biologically active material 

/ 

that is unstable in aqueous solution at 20° G, 

wherein said biologically active j^aterial is selected from the group consisting of 

peptides, proteins, nucleosides, nucleotides, dimers or oligomers of nucleosides or nucleotide. 

/ 

enzymes, enzyme cofactors and derivatives of any of the foregoing, said derivatives having 
one or more additional moieti^s'bound thereto: 

wherein said carrie/substance does not comprise maltotriose: and 

with proviso th^when said at least one material comprises an enzyme, said enzyme 
comprises an enzyme selected from dehydrogenase enzymes, restriction enzymes, oxidase 
enzymes, and reductase enzymes. 



54. (NEW) A method of forming a composition which is storage-stable at 20° C. said 
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composition comprising: 

(I) dissolving to form an aqueous solution 

(a) a carrier substance which is water-soluble or water-swellable and 

(b) at least one material to be stored; 

(2) forming said solution containing said carrier substance with said at least one 

material dissolved therein into a glassy state by evaporation of liquid water to produce said 
composition; 

wherein said at least one material comprises a purified biologically active material 

that is unstable in aqueous solution at 20° C; 

wherein said purified biologically active material is selected from the group consisting 

of peptides, proteins, nucleosides, nucleotides, dimers or oligomers of nucleosides or 
nucleotides, enzymes, enzyme cofactors and derivatives of any of the foregoing, said 
derivatives having one or more additional moieties bound thereto; and 

wherein said composition contains no more than 4 percent by weight of water; and 

wherein said composition has the properties that it is storage stable and exists in a 

glassy state when at 20° C; and 

wherein said step of dissolving comprises dissolving in an aqueous neutral or slightly 

basic solution having a pH of about 7. 



Cancel claims 30 and 36. 
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